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401 M Street SW o
Washington, DC 20460 =
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Dear Coordinator:

1H-cyclopentapyrimidine-2,4(3H,5H)-dione, 3-cyclohexyl-6,7-dihydro-
[CAS Registry Number: 2164-08-1]

This letter is to inform you of the preliminary results obtained from an 18-
month oncogenicity study in mice with the referenced test material. Four groups of
80 male mice and four groups of 80 female mice were fed diets containing 0, 100,
2,500 or 7,000 ppm. All surviving mice were sacrificed after approximately 18
months; histopathological evaluation revealed an increased incidence of
hepatocellular adenomas only in male mice at 7,000 ppm.

Under these experimental conditions, the hepatic effects observed in male
mice at 7,000 ppm would appear to be reportable based on EPA guidance
regarding TSCA section 8(e) criteria. ‘

Sincerely,

Chanles £ oy /s an ot

Charles F. Reinhardt, M.D.
Director

CFR/DEM:jd
Phone: (302)366-5285
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; UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
im ¢ WASHINGTON, D.C. 20480
&
K

Dr. Charles F. Reinhardt
E. . Du Pont De Nemours and Company OFFICE OF
Haskell Laboratory for Toxicology and Industrial Medicine PESTICIDES AND TOXIC
P.O. Box 50, Elkton Road SUBSTANCES

Newark, Delaware 19714-0050

APR 19 1994

EPA acknowledges the receipt of information submitted by
your organization under Section 8(e) of the Toxic Substances
Control Act (TSCA). For your reference, copies of the first

§8 (e) Document Control Number (e.qg., 8EHQ-00-0000) assigned by
EPA to your submission(s). Please cite this number when
submitting follow-up or supplemental information and refer to the
reverse side of this page for “Epa Information Requests® .

All TSCA 8(e) submissions are Placed in the public files
unless confidentiality is claimed according to the procedures
outlined in Part X of EPA's Tsca §8(e) policy statement (43 FR
11110, March 16, 1978). Confidential submissions received -
pursuant to the TSCA §8(e) should
already contain information supporting confidentiality claims.
This information is required and should be submitted if not done
SO previously. To substantiate claims, submit responses to the
questions in the enclosure "Support Information for Confiden-
tiality Claims™. This same enclosure is used to support
confidentiality claims for non-CAP submissions.

Please address any further correspondence with the Agency
related to this TSCA 8(e) submission to: o

© Document Processing Center (7407)
. Attn: TSCA Section 8(e) Coordinator
K Office of Pollution Prevention and Toxics -
. U.S. Environmental Protection Agency
. - Washington, D.C. 20460-0001

EPA looks forward to continued cooperation with your
organization in its ongoing efforts to evaluate and manage
potential risks posed by chemicals to health and the environment.

Sincerely,

’7_:2/.@’

) ‘ Te R. 0'Br{an
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